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when the submission was made or that 
the relevance of the material contained 
in the supplement could not reasonably 
have been forseen. 

(d) A participant’s failure to comply 
substantially and in good faith with 
this section constitutes a waiver of the 
right to participate further in the hear-
ing; failure of a party to comply con-
stitutes a waiver of the right to a hear-
ing. 

(e) Participants may reference each 
other’s submissions. To reduce duplica-
tive submissions, participants are en-
couraged to exchange and consolidate 
lists of documentary evidence. If a par-
ticular document is bulky or in limited 
supply and cannot reasonably be repro-
duced, and it constitutes relevant evi-
dence, the presiding officer may au-
thorize submission of a reduced number 
of copies. 

(f) The presiding officer will rule on 
questions relating to this section. 

[44 FR 22339, Apr. 13, 1979, as amended at 54 
FR 9035, Mar. 3, 1989]

§ 12.87 Purpose; oral and written testi-
mony; burden of proof. 

(a) The objective of a formal evi-
dentiary hearing is the fair determina-
tion of relevant facts consistent with 
the right of all interested persons to 
participate and the public interest in 
promptly settling controversial mat-
ters affecting the public health and 
welfare. 

(b) Accordingly, the evidence at a 
hearing is to be developed to the max-
imum extent through written submis-
sions, including written direct testi-
mony, which may be in narrative or in 
question-and-answer form. 

(1) In a hearing, the issues may have 
general applicability and depend on 
general facts that do not concern par-
ticular action of a specific party, e.g., 
the safety or effectiveness of a class of 
drug products, the safety of a food or 
color additive, or a definition and 
standard of identity for a food; or the 
issues may have specific applicability 
to past action and depend upon par-
ticular facts concerning only that 
party, e.g., the applicability of a grand-
father clause to a particular brand of a 
drug or the failure of a particular man-
ufacturer to meet required manufac-

turing and processing specifications or 
other general standards. 

(i) If the proceeding involves general 
issues, direct testimony will be sub-
mitted in writing, except on a showing 
that written direct testimony is insuf-
ficient for a full and true disclosure of 
relevant facts and that the participant 
will be prejudiced if unable to present 
oral direct testimony. If the proceeding 
involves particular issues, each party 
may determine whether, and the extent 
to which, each wishes to present direct 
testimony orally or in writing. 

(ii) Oral cross-examination of wit-
nesses will be permitted if it appears 
that alternative means of developing 
the evidence are insufficient for a full 
and true disclosure of the facts and 
that the party requesting oral cross-ex-
amination will be prejudiced by denial 
of the request or that oral cross-exam-
ination is the most effective and effi-
cient means to clarify the matters at 
issue. 

(2) Witnesses shall give testimony 
under oath. 

(c) Except as provided in paragraph 
(d) of this section, in a hearing involv-
ing issuing, amending, or revoking a 
regulation or order, the originator of 
the proposal or petition or of any sig-
nificant modification will be, within 
the meaning of 5 U.S.C. 556(d), the pro-
ponent of the regulation or order, and 
will have the burden of proof. A partic-
ipant who proposes to substitute a new 
provision for a provision objected to 
has the burden of proof in relation to 
the new provision. 

(d) At a hearing involving issuing, 
amending, or revoking a regulation or 
order relating to the safety or effec-
tiveness of a drug, device, food addi-
tive, or color additive, the participant 
who is contending that the product is 
safe or effective or both and who is re-
questing approval or contesting with-
drawal of approval has the burden of 
proof in establishing safety or effec-
tiveness or both and thus the right to 
approval. The burden of proof remains 
on that participant in an amendment 
or revocation proceeding. 

[44 FR 22339, Apr. 13, 1979 as amended at 64 
FR 399, Jan. 5, 1999]

§ 12.89 Participation of nonparties. 
(a) A nonparty participant may— 
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